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IMPROVING THE INFORMED CONSENT DISCUSSION IN THE 
EMERGENCY DEPARTMENT  
JAMIE ELIZABETH MATLOCK 
ABSTRACT 
Background 
The Emergency Department is a quick-moving environment in which rapid identification 
of illness and prompt treatment is the mainstay of care. Obtaining informed consent from 
a patient for a high-risk or invasive procedure is required both legally and ethically 
regardless of the setting. However, informed consent in the Emergency Department is 
routinely inadequate.  
Literature review 
Research thus far has identified several of the barriers to obtaining proper informed 
consent; a few including language barriers, gaps in intellectual levels, fragmented care of 
different emergency providers, vulnerability of patients in the ED, and the complexity of 
the informed consent forms. Investigation into improving the informed consent 
discussion and patient comprehension has shown promise in implementing patient 
centered modalities that aid in communication. Such modalities include repeat-back 
mechanisms, easy-read documents, and implemented multimedia presentations.  
Proposed project 
In this proposed study, we will focus on a pre-intervention (control) group and an 
intervention group. The intervention to be implemented will be a paracentesis informed 
consent video and a provider checklist including procedure, diagnosis/intervention, risks, 
		 vi 
benefits, and alternatives all to be checked off after being discussed with and repeated 
back by the patient. Patient understanding will be analyzed using a post-discussion 
questionnaire completed by all participants. We hypothesize that this intervention will 
improve overall comprehension of the informed consent discussion regarding the 
paracentesis procedure.   
Conclusion 
Patient comprehension of the informed consent discussion in the Emergency Department 
is often lacking in meeting both legal and ethical standards.  Reviewing the data for a 
significant change between the control and intervention group will allow us to determine 
if enhancing the informed consent discussion to a more patient-centered process will 
improve patient understanding of all aspects of the informed consent discussion. In the 
end, this will guarantee ED patients their lawful right to truly informed consent.  
SIGNIFICANCE 
This informed consent video and checklist will allow for an informed consent process 
that remains standardized but is more patient focused to improve patient comprehension 
of the process and protect the rights of all parties involved.  
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INTRODUCTION 
Background 
In the medical field it is required both ethically and legally that a patient provide 
informed consent for any invasive or high-risk procedure.1,2 Informed consent by 
definition is “permission granted in full knowledge of the possible consequences, 
typically that which is given by a patient to a doctor for treatment with knowledge of the 
possible risks and benefits”.3 Any person with the capability of making the decision has 
said right to make that decision. Despite the undeniable importance and legality of the 
process of obtaining informed consent, it is habitually inadequate in clinical practice.4,5 
Emergency departments are quick moving environments in which lifesaving 
interventions are performed based on the merit of prompt identification of illnesses by 
providers.6 With prompt identification of illnesses comes prompt decisions for treatment. 
Too often, anxious patients, parents, family members, and friends in the emergency 
department are overwhelmed with information, proposed treatments, and risks and 
benefits within a small time frame.7 These patients have limited time and resources to 
make a decision that could considerably alter their health. The quick explanations, 
conversations, and need for a signature can unnecessarily pressure patients into 
consenting before actually understanding.  
Patients in the ED are particularly vulnerable in that they must make hurried 
decisions when it comes to their desired treatment. Many times patients from lower 
socioeconomic status (SES) have a dominating presence in the emergency department 
and the confusion and at times fear of being in the ED adds to that potential vulnerability. 
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Patient comprehension of the procedure of their illness is often poor.4,5,8 
Misunderstandings about treatment goals4 , patients and providers being pressed for 
time6,7 , the complexity of informed consent documents or their lack of central elements 
of care4,5,7, along with fragmented care of rotating providers8,9 , and language/intellectual 
barriers10 are all potential hurdles of the efficacy of the conversation of informed 
consent9,11,12. Traditionally, a providers’ approach to the patient is based on intuition10; 
provider-patient interactions are unique to every encounter. Therefore, even providers 
performing identical procedures and using uniform consent forms provide the patient 
with different information in both manner and quantity7. But, the routine and almost 
robotic nature which has evolved in obtaining informed consent has put patients at risk 
for their ethical rights to possibly be violated. The providers may also be putting 
themselves at risk, legally.  
  
Statement of the Problem 
 Successful exchange of clear and concise information from provider to patient in a 
manner which is easily understood by the patient and family in the emergency 
department is imperative for appropriate treatment. However, the fleeting and hectic 
nature of the ED poses significant obstacles to effective communication. Informed 
consent in the Emergency Department is not absolute; it can be circumvented in 
extenuating situations. A clinician may act without consent if immediate action will 
prevent death or serious harm to the patient1,11, but many times immediate action may be 
safely delayed, even if only briefly. In these situations, patients are entitled to a choice in 
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their treatment, by law. Because providers in the ED most often do not have standing 
relationships with patients the conversations of appropriate alternative treatments, risks 
and benefits, and the gaining of  explicit informed consent for a procedure may be the 
only way to respect the patients’ autonomy.9  Due to the urgency of this environment, the 
patients many times depend solely on the spoken information conveyed by their provider 
because they do not have the amenity of time to consult outside resources.11 The 
significance of thoroughly informing patients of all aspects of treatment, while still 
allowing adequate time for a sensible person to make an informed decision in giving 
consent is essential. The lack of adequate time in decision making greatly affects the 
patient comprehension of the information provided.12 Therefore, attentiveness to patient 
level lexicon, and addition of patient education efforts and supports may enhance the 
ability of the patient to comprehend the provided information.11,12   
Studies thus far have shown that implementation of patient centered modalities 
such as repeat-back, multimedia presentations, and easy-read documents have improved 
patient comprehension and understanding of the procedures for which they have 
consented. Unfortunately, none of these studies have resulted in standardization of 
patient-centered modalities for the informed consent process.  
 
Hypothesis 
The implementation of a paracentesis informed consent video and checklist will improve 
patient understanding for the informed consent process.  
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Objectives and specific aims 
The overall goal of this study is to improve the informed consent conversation in the 
Emergency Department by finding a more efficacious way to impart information and 
ensure patient comprehension of the procedure for which they are consenting. This study 
will seek to address the communication issues during informed consent conversations by 
implementing the use of patient centered modalities such as repeat-back, interactive 
multimedia presentations (IMP), and additional easy-read written information to improve 
patient understanding of informed consent in the Emergency Department.  
1. Analyze patient understanding of informed consent obtained in ED before and 
after implementation of patient-centered modalities.  
2. Determine which modality/modalities are most effective in improving patient 
comprehension.  
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REVIEW OF THE LITERATURE 
Overview 
Informed consent, as defined above, is the agreement course between patient and 
provider, through communication, in which the patient voluntarily agrees to undergo a 
treatment plan proposed by the provider.13  The main goals of informed consent include:  
• All aspects of treatment and risks are adequately explained to the patient 
•  The patient autonomously and voluntarily agrees to the disclosed treatment 
• Ultimately the consent is documented14  
In order for patients to make well-informed decisions they reserve the right to ask 
questions and receive information as detailed as desired.  Whether expressed or implied, 
the absence of consent renders a physician legally and ethically prevented from treating 
the patient, and may ultimately expose the provider to tort action related to medical 
battery or negligence if consent is lacking and action is continued.15  Informed consent is 
a long-standing practice in some areas of medicine but only within the last century has it 
been ethically and legally accepted as standard of care.16  
Throughout history physician disclosure of potential morbidity and mortality of a 
procedure was considered unnecessary and undesired.17,18 In ancient Greece patient 
participation in their own care was unwelcome and if the nature of illness was disclosed 
by the provider, often the whole truth or prognosis of the illness was not revealed.17,19 
During medieval times deceit and manipulation of information by health care providers to 
put patients at ease and instill confidence was considered the standard of care.17 The idea 
that successful medical practice was based on physician paternalism coupled with patient 
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obedience led to unilateral decision making by the providers, which in today’s standard 
of care would be disconcerting.15,18   
Informed consent, this now nationwide standard of care, didn’t truly gain status 
until the twentieth century.17,19  The ruling in the 1914 case of Schloendorff v. Society of 
New York Hospital, explained further below, laid the seed for what would later become 
the doctrine of informed consent. However, the connection between this legal right and 
the ethical responsibility to patient autonomy was not recognized until some 50 years 
later.16,18 At this point physicians were still considered the appropriate judges for 
patients’ best interests.20  The original release of the first American Medical Association 
Code of Ethics in 1847 advised, “unite in tenderness with firmness, and condescension 
with authority, as to inspire the minds of their patients with gratitude, respect and 
confidence”, and was not modified until 1903 even then only being ‘minor’ changes.14  
This ideal of physician control still remained prominent in medicine long after the 
literature began to evolve. Such authoritarianism and nondisclosure is probably as primal 
as the practice of medicine itself.21  The Code of Ethics did not release the opinion that 
patients had the right to refuse treatment until 1986.14 So, physician authoritarianism was 
still being encouraged in the literature midway through the twentieth century and even 
when the literature did begin to evolve, the actual clinical implementation was delayed.  
The Schloedorff v. Society of New York Hospital, 191415,17,18,22  case, in which a 
physician removed a tumor during surgery after discovering the malignancy, was a 
procedure which not only the patient did not consent to, but specifically expressed wishes 
refusing that route of treatment. The ultimate ruling: “Every human being of adult years 
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and sound mind has a right to determine what shall be done with his body, and a surgeon 
who performs an operation without his patient’s consent commits an assault for which he 
is liable in damages. This is true except in cases of emergency, where the patient is 
unconscious and where it is necessary to operate before consent can be obtained..”23 
This laid the foundation for what would become the informed consent doctrine.  
For years the courts remained reluctant to enforce these defined rules of practice into the 
medical field. Again, physician paternalism had been an ingrained concept since ancient 
times. But, eventually clinical practice of medicine caught up with the law transitioning 
informed consent from an idle theory to the standard of care in today’s society. Further, 
in contrast to the inaugural code of ethics released by the AMA the most up to date 
includes “informed consent is a basic policy in both ethics and law that physicians must 
honor..” 14 
The term ‘informed consent’ is constantly evolving. Within the last century the 
law of informed consent has reformed to accommodate a progressing medial system.  
One of the first shifts was the recognition of medical battery in cases where a patient was 
wrongfully harmed or unwanted touching or manipulation was performed.24 Assault and 
battery have been recognized in English Common Law since the 18th and 19th century in 
which assault is defined as the intent to enact bodily harm to someone, whereas battery is 
the actual touching of another person.17 Battery is considered a deliberate offense. In 
1905, the case Mohr v. Williams recognized the tort of medical battery for a patient who 
consented to surgery in his right ear, but during the surgery the surgeon also operated on 
the patients left ear as well.25 The ruling of the court focused on the “free citizen’s first 
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and greatest right….” that being the “right to himself”. Also, the ruling highlighted the 
importance of self-determination by limiting the scope of informed consent to those 
procedures in which the provider sufficiently informed the patient to make a decision; 
prohibiting said provider from “violating without permission the bodily integrity of the 
patient….without his knowledge or consent.”25   
The offense of medical battery served its purpose well in that it was a sufficient 
charge to aid in establishing the standards of informed consent. However, the battery tort 
proved deficient in encompassing all non-surgical medical treatments and procedures. 
Over the next few decades the shift from battery to medical negligence mirrored the 
courts views that too often battery was inappropriate for the type of offense. Judges felt 
that physicians were not purposely harming their patients; they were just failing to 
provide adequate information.26 
In addition to battery, the absence of informed consent can take the form of 
negligence by the provider. Medical providers have a duty to provide information to a 
level that would satisfy any reasonable adult. Should these providers fail to disclose or do 
a poor job at disclosing information, and the patient otherwise would not have consented 
to the procedure if it was adequately described, or the patient suffers injury as a result of 
consenting to inadequate information, then negligence may be deemed present.15 The 
establishment of the original negligence standard in relation to informed consent first 
arose in Justice Bray’s decision in Salgo v. Leland Standford Jr. University Board of 
Trustees in 1957.21,24 This case followed a man with intermittent limping who underwent 
and aortography for treatment and awoke paralyzed, never knowing that that was a 
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possible risk. The judgment held that a physician violates his duty to patients by failing to 
disclose risks and alternatives which are pertinent to form a cognizant consent by the 
patient for the said procedure.21 This offense reached beyond the scope of battery, more 
completely satisfying an action of medical negligence.  
In 1960 the case of Natanson v. Kline further illuminated this negligence concept 
by continued support of self-determination of the patient but also balanced with physician 
discretion in that physicians have a duty to disclose information that a reasonable 
practitioner would provide under the same circumstances.21,24,27 So, differing 
circumstances call for different legal torts to reach the standards of each case. The law 
has adapted to meet the constant evolution of the medical system. While medical battery 
and negligence are both still authentic breaches of the law, the preceding situation is what 
determines which one, if any, or both are applicable.  
Twelve years after defining the balance between patient autonomy and physician 
disclosure standards of informed consent, the 1972 case of Canterbury v. Spence rejected 
that very standard of physician disclosure.  In this case the court held that physicians had 
a duty to disclose the risks of a procedure that a reasonable patient would want to know, 
rather than those another reasonable practitioner would also disclose.28,29 Balancing the 
right amount of information to disclose can be difficult because surely the patient needs 
enough information to assess the risks vs. benefits but also too much information can be 
overwhelming and confusing to the patient.30 In order to determine proper disclosure the 
law further described that the disclosure of information should be sufficient enough to be 
“material” for a reasonable person to make a decision.30 Again, “material” information 
	10 
can be subjective and vary from patient to patient. For example, if a patient is a female of 
child-bearing age and a potential side effect is infertility, this is a risk that would need to 
be disclosed to the patient, but if the patient is an elder woman who has had a 
hysterectomy and can no longer have children then that risk may not need to be disclosed.  
Therefore, this newer patient-based standard requires providers to have enough of a 
relationship with their patients to understand their informational needs.  Both physician-
based standards and patient-based standards of informed consent described above have 
been adopted by all states within the U.S., with most states favoring the patient-based 
standard.    
When these standards are not upheld, providers are subject to legal repercussions. 
Even in emergency situations a competent patient has the right to refuse lifesaving 
treatment.  Although, there are some situations in which informed consent does not need 
to be obtained before performing a procedure on a patient. The case of Shine v. Vega in 
1999 considered emergency conditions in which informed consent is not required based 
on the doctrine of assumed consent stating: “If, and only if, the patient is unconscious or 
otherwise incapable of giving consent, and either time or circumstances do not permit the 
physician to obtain the consent of a family member, may the physician presume that the 
patient, if competent, would consent to life-saving medical treatment.”29,31  
 During this case the Supreme Court of Massachusetts distinctly rejected the belief 
that despite refusal, capable patients in emergency situations may still be treated.29 
Therefore, unless a patient in an emergency situation is unable to give consent or no other 
family member is present to represent their wishes then, is a medical provider deemed 
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legally permitted to make a decision to treat based on the idea that if the patient were able 
to consent to treatment, they would. It is important to recognize that this doctrine is based 
on a patient-based standard of consent in that the decision is ultimately grounded on the 
thought that the patient would desire treatment.  
Following a patient-based standard of consent can be difficult in an emergency 
department where decisions may need to be made quickly and relationships between 
provider and patient may unfortunately be hurried. Emergency Department physicians are 
less likely to have an established relationship with their patients compared to providers in 
other specialties. Because of the transitory nature of the emergency department the 
disclosure of the treatment process, risks, and potential alternatives in order to obtain 
explicit consent from a patient may be even more crucial in this setting.1  
Physicians must be sure they are obtaining genuine and uncoerced consent from 
these patients that are essentially strangers to them. Therefore, assessing the 
individualized needs, wants, and capacity of a new patient for any provider can prove 
difficult, especially if in an urgent situation like the ED. As explained above, there are 
exceptions to obtaining informed consent. This propagates the issue that some emergency 
physicians, aware of and potentially having used this exception, may feel that informed 
consent does not play as significant of a role in their practice as it does to others.1 This 
assumption is seriously misguided. The emergency department is arguably the most 
crucial setting in which to obtain informed consent.  
Present day informed consent has stemmed from a long history of ethical, legal, 
and medical evolution and a balancing of all of these notions. Despite the rigorous 
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standards set by law to obtain proper informed consent even in modern times, 
exploitation of that very right still exists.19 Medicine today has adopted informed consent 
as a routine requirement for any invasive procedure to be performed. Unfortunately, 
because this requirement has become a routine, it has also become somewhat humdrum to 
providers and patients alike. The emphasis on proper provider disclosure and patient 
comprehension that has been fought for within the last century has been reduced to an 
emphasis on obtaining a signature for documentation. But, as thoroughly explained 
above, a signature does not imply consent.  
 
Existing research 
 
Barriers to informed consent  
There has been some research performed which attempted to determine how much and 
what of the informed consent conversation patients and providers alike understand and 
how each individual interprets the dialogue. But, most of the research has been focused 
on patient understanding of their hospital course in general, meaning all conversations. 
The gauge of understanding has been determined by a variety of methods including: 
questionnaires both written and verbal, recorded conversations, recall, etc. The numerous 
barriers leading to misinterpretation of the conversation have been found to arise from 
both sides of the patient-provider relationship; from the provider using difficult medical 
jargon to the patient being fearful of being viewed as intellectually lesser, therefore 
avoiding asking clarification questions. These barriers and the many others, to informed 
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consent exist in all settings (research or clinical) and all specialties. However, due to the 
hectic and ever changing nature of the emergency department these impediments are 
arguably more prominent in that environment.32 Also, most urgent invasive procedures 
that require consent are performed in the ED. Therefore, just by incidence alone informed 
consent is a topic of frequent importance within the emergency room.  
In the United States over 90 million people, more than 43% of the adult 
population, have literacy levels beneath that needed to comprehend informed consent, 
indeed most health information.5 The inability to understand either consent forms or the 
spoken language during conversation poses a threat to the legitimacy of the entire 
informed consent process. In a study of 800 outpatient visits to a Children’s Emergency 
Department it was found that in more than half of those visits providers used difficult 
medical jargon8.  Patient comprehension deficiencies exemplify communication 
breakdown, whether it be on the end of the patient, the provider, or both.  Further, a study 
involving 74 outpatient visits of diabetic patients with limited medical literacy according 
to the Test of Functional Health Literacy in Adults (S-TOFHLA) were recorded and 
coded for use of unclarified medical jargon and found that eighty-one percent of the 
conversations included at least one said jargon term.33 A total of 210 unclarified jargon 
terms were used in 60 of the 74 total encounters with the average number of unclarified 
jargon terms being 4 per encounter, occurring roughly every 5 minutes.33  Clarity of 
information provided to the patients by the provider is often jaded by the use of common 
language to medical professionals, but unclear language to the patient.  
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Along with the language used, the content included in conversation is crucial. It 
has been reported that patients endorse adequate delivery of information by the provider 
and understanding on the patients’ end, whereas actual measured patient comprehension 
rates are poor32,34. To expand, of 380 parents of emergency room pediatric patients, 
94.6% (CI 95%, 91.6-96.6) felt that the information provided was clear but when 
understanding was measured, only 19.9% (CI 95%, 15.1-23.9) of parents actually 
understood all of the information provided. Understanding was measured by patient, or in 
this case parent, identification of four items: reason for hospitalization, diagnosis, 
treatment received, and seriousness of condition. Parents understood a mean of 2.76 of 
the four items, with reason for admission (56%, kappa 0.28) and seriousness of condition 
(48%, kappa 0.11) being the least well understood.34  In that same study only 20% of 
those parents wished they had asked more questions.34 Thus, it is evident that patients 
may give consent without fully comprehending the information provided or did not 
receive all of the information in its entirety, even if they think they did. More, in a study 
involving 25 spinal surgery patients 80% of patients demonstrated satisfaction with the 
information provided to them by their physician during the informed consent 
conversation but, only 16% of those patients could identify more than five potential risk 
factors out of 24 potential risks previously disclosed.35 Notwithstanding feeling 
adequately informed of the process, only 56% of the patients felt that the experience was 
similar to what they had expected through the informed consent conversation.35 More 
evidence supporting the idea that many times patients feel like they sufficiently 
understand the information being provided, but in actuality they do not.   
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Patients have expressed the information they prefer and expect to be a part of the 
informed consent discussion. One of the more common aspects of the conversation that 
they expect is the potential complications and risks of a procedure36,37. A study including 
50 arthroscopic knee patients were issued questionnaires to determine what aspects of the 
informed consent conversation were important to the patients; eighty-eight percent of 
patients responded with ‘potential complications of the procedure’.36 With that being 
said, many times these very patients are unable to identify said complications, even after 
discussion and consenting. Larobina et al. found that less than 25% of patients could 
identify half of the organ systems potentially at risk from their PCI or cardiac surgery 
procedure and similar percentages could identify only half of a list of 10 potential 
complications from the procedures (table 1).37 Patients expect to be informed of all 
potential risks of their procedures, yet even following discussion between provider and 
patient and the signing of a formal consent document these patients are still not fully 
understanding the nature of their decision.  
Table 1. Patient identification of Involved Organ Systems and Potential 
Complications of Cardiac Surgery intervention and PCI adopted from Larobina et 
al.37 
 Cardiac Surgery 
Procedure (%) 
PCI Procedure(%) 
Potential organ systems 
affected (8 total) 
 
≤4 identified 84 80 
>4 identified 16 20 
Potential Complications 
 (10 total) 
 
	16 
≤4 identified  78 65 
>4 identified  22 35 
 
Unfortunately, the informed consent process in its entirety is not always well understood 
by both patient and provider. The consent process too often satisfies the legal aspects but 
does not meet patient needs and can lead to unwanted or uninformed consent for a 
procedure the patient otherwise would not want.38 One study of 732 patients who had 
undergone surgery in obstetrics and gynecology revealed that one in ten patients did not 
know what they were agreeing to when they signed the consent form.38 In addition, two 
thirds of patients (70%) thought that signing the consent form gave doctors full control 
and almost half of patients (339 out of 732)  thought that signing the consent form was 
strictly to protect the hospital.38 Informed consent is a patient right that has become a 
standard of care in the medical field since the shift to self-directed care. Several of the 
afore mentioned court cases that shaped this doctrine were essential in cementing the 
ethical right of patient autonomy. Although patients want to know their legal rights in the 
hospital, often times the patients and providers alike are unaware of the legality of the 
process.38 Because of this deficit in knowledge providers may not be able to fully inform 
the patients of all aspects of their rights. This process of obtaining informed consent has 
become somewhat robotic in practice. Providers are taught that it is a requirement, know 
they have to obtain it, but do not necessarily fully understand why.  
So, the information provided may be inadequately delivered or lacking in certain 
components. It is a providers’ duty to take the time to educate patients about the issue and 
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outline all viable choices with an end goal that the patient makes the decision that feels 
right to them39. In a study from Australia fifty patients undergoing arthroscopic knee 
replacement surgery were surveyed regarding their informed consent experience. It was 
found that patients were dissatisfied with the post-operative care and complications 
information provided, or lack there of, in that 64% of patients felt there was not enough 
information provided.36 Interestingly, a correlation was found with the quantity of 
information and comprehension; patients felt the information they were given lesser of 
was also harder to understand.36 So, fifty patients using a likert scale [range 1 (too little)-
5(too much)] rated the amount of information they received based on subcategories 
where ‘amount of pain’ and ‘complications’ subcategories had the most amount scores of 
‘too little’ (16 patients each). In addition, when asked to rate the ease of understanding of 
the information given, 42 out of 50 participants scored ‘amount of pain’ and only 41 out 
of 50 answered ‘complications’ with  those who did not answer stating they could not 
comment on their ease of understanding if they had not received the information to begin 
with.36   Patients cannot make a truly informed decision if all material information is not 
provided in the informed consent discussion.  
In Australia, like many other places, the residents are most often the provider that 
is consenting the patient. Unfortunately, many times the conversation can turn out to be 
less than adequate. There appears to be an assumption that residents automatically know 
how to provide readily understandable and sufficient information regarding the upcoming 
procedure despite a lack of training in medical school and lack of experience.36 
Performing the informed consent process is not often a topic that is taught in detail in 
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medical school or during training.  At the University of New Mexico School of Medicine 
a confidential survey revealed a strong interest by the physicians-in-training for increased 
education attention on issues surrounding informed consent (see appendix 1).40 In this 
study, when compared to clinical phase medical students, preclinical phase medical 
students expressed a significantly higher need, with a p-value of less than 0.03, for 
additional education attention to informed consent.40 While preclinical medical students 
expressed a higher need for additional education, participants in all training levels 
(preclinical medical students, clinical phase medical students, and residents) also 
expressed a need for additional informed consent education with a mean response score 
of greater than 6 on a 9 point scale indicating attention needed (1= ‘much less’, 5= 
‘same’, and 9= ‘much more’).40  So, medical students recognize the lack of training and 
gaps in their knowledge of informed consent. Consequently, obtaining an adequate 
informed consent can prove difficult if there is a lack of training in how to properly 
oversee the conversation.  
In the classroom, the teaching of medical ethics rather than practicality often 
follows a more traditional theoretical approach in the learning. The progression of 
medical education has developed on the basis of applicable ‘performance-based’ 
education, and this is no less true for teaching ethics in medicine.41 With such a focus on 
patient autonomy and self-directed care in todays medical society the education aspect of 
these ethics seems to be lagging behind.  According to the most recent Accrediation 
Review Commission for Physician Assistants (ARC-PA) standard B2.16: instruction of 
the principles and practice of medical ethics must be incorporated into all PA program 
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curriculum.42 Regardless of these standards, PA and medical students alike are more than 
likely not prepared for effective informed consent conversations when they begin 
practicing.  
 
Vulnerable populations 
Several barriers to sufficient attainment of informed consent exist throughout the process, 
especially in the ED.  Throughout this review the logistical barriers such as use of 
medical language, content of the conversation, and lack of training have been explained 
in detail. But, on top of the logistical barriers exists the barriers of vulnerable 
populations. Throughout literature it has proved difficult to define vulnerable populations 
in relation to medical ethics. The Center for Disease Control considers vulnerable 
populations as, “defined by race/ethnicity, socioeconomic status, geography, gender, age, 
disability status, risk status related to sex and gender, and among other populations 
identified to be at risk for health disparities”.43  It is clear that this population is very 
broad and open for differing interpretations by researchers. Regardless, some research 
has been done focusing on the difficulties of comprehension and overall interaction 
within the medical field of several of these subcategories of patients as defined by the 
CDC.  
One of the more concerning vulnerable populations to consider when it comes to 
medical ethics is that of low SES. Socioeconomic status is defined as the class or social 
standing of an individual or group measured by occupation, income, and education.44 
This term umbrellas within it a persons job, education level, and how much money they 
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make, which in a low socioeconomic status all are at the lowest end of the spectrum. It 
has been found that patients that fall within this low SES and those that live/have lived in 
underdeveloped countries consent to procedures out of fear of withdrawal and subsequent 
loss of access to healthcare.45–47 Fifty-five percent, 30 of 56 total participants in a South 
African perinatal HIV transmission trial felt that if they did not participate their care 
would be compromised46, and 44% of parents of children (72 of 163 total) in a malaria 
vaccine trial in Mali did not withdrawal out of fear of losing their healthcare (p<0.005).47 
In addition to fear of withdrawal,  as little as 10% of mothers with children in the malaria 
trial knew they were permitted to withdrawal their child from the research (p-value 
=0.01).47 Therefore, these patients may feel pressure to consent to more extreme 
procedures than a patient of a higher SES would out of fear of lesser or loss of healthcare. 
It is a providers responsibility to help the patient understand that it is their right to refuse 
a treatment option and that it does not mean they are discontinuing their healthcare 
overall.  
Studies have shown that patients with low IQs (p=0.02) and elderly patients 
(p=0.01) process and recall information related to their health care poorly when 
compared to younger and higher IQ patients.48 In addition, Ozhan et al. found that 
inpatients, older patients, and patients with comorbidities were less likely to read the 
informed consent form than outpatients, younger, and healthier patients (p < 0.05).49  As 
explained above, the comprehension of medical information is already difficult in the 
general population, therefore comprehension in these vulnerable populations is even 
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more challenging. People of vulnerable populations should not be excluded from 
participation in their own health care because of their disparities, but often times are.  
Half of adults in the United States read at or below and 8th grade literacy level and 
45 million adults read below a fifth grade literacy level which classifies them as 
functionally illiterate. Because of this inability to read 46-51% of US adults earn an 
income well below poverty level.50,51 Poor literacy levels are directly associated with 
poor health outcomes.51–53 But, even patients with high school or college levels of 
education can still be subject to poor health literacy. A study concluded that low literacy 
levels (p=0.04) and minorities (p=0.03) were associated with more required passes 
through consent information until comprehension was achieved.54 Eighty-nine percent of 
participants with low literacy levels required at least two passes through the information 
as compared to 63.9% of participants with adequate and 78.4% of participants with 
marginal literacy level. An average of 83.4% of minority participants required at least 2 
passes through the material as compared to 53.8% of white participants.54 So, consent 
forms on average are written at or above the peak reading level of half of adults in the 
U.S, when they could be modified to a lower reading level to increase understanding.   
Cognitively impaired patients in the ED also raises concern for the legitimacy of 
informed consent. There are several causes of obvious impairment such as disease, 
sepsis, alcohol or drug overdose, trauma, electrolyte imbalances, etc. but there are also 
unsuspected cognitive impairments present that may go undetected in the quick moving 
care of the ED. A patient must be deemed to have decision making capacity in order to 
consent to a procedure. Cognitive impairment can be transient, long-lasting, obvious, or 
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undetected. In one study of twenty-five emergency room patients a Wechsler Adult 
Intelligence Scale-Revised (WAIS-R) was used to determine insufficient mental capacity 
of patients (WAIS-R score of less than 5). Of the twenty-five participants, eight total 
patients (20%) scored less than five on the WAIS-R. Further, of the total 25 participants, 
two patients (8%) were thought to have impaired capacity to give informed consent by 
ED physicians on their initial assessment. Comparing the WAIS-R determination of 
insufficient mental capacity to the emergency physicians clinical assessment of mental 
impairment yielded a significantly lower identification on the physicians part, with a p-
value of 0.016.55 These results may be reflective of emergency physicians limitations to 
assess patient mental impairment and capacity in such environments. These silent 
impairments coupled with the anxiety inducing and transient nature of the ED raise 
concern for the trueness of obtained informed consent.  
Age is also another factor when considering cognitive impairment. Those patients 
at the lowest and highest age ranges are considered vulnerable due to cognitive 
impairment. Those patients at the lower limit of age have not fully developed mentally to 
be considered at capacity and those older patients are more than likely to have 
deteriorated both physically and mentally. Within the next fifty years the population age 
of 65 or older is expected to double.16,56 Many of these elder adults have the ability to 
consent on their own volition, but some do not. As discussed before the ability of 
physicians, emergency department physicians in particular, may be exposed to limitations 
in assessing patient’s capacity.2  
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 Ethnicity and religion also pose as barriers to concerns of informed consent 
completeness. One misconception of informed consent is that all Americans share the 
same views on protecting the importance of medical decision-making autonomy.57 In a 
study focusing on patient autonomy in medical decision making in different ethnicity 
groups conducted by Blackhall et al. ,with a p-value of less than 0.001, it was found that 
Korean-American (35%)and Mexican-American (48%) were less likely to choose the 
patient  as the primary decision maker as compared to African-American (63%) and 
European-Americans (69%).58 Also, when compared to European-Americans (87%) and 
African-Americans (89%), Korean-American (47%) subjects were significantly less 
likely to believe that patients should be told about the diagnosis or prognosis of a disease 
(p<0.001).58 Unfortunately, many times western tradition overshadows the medical 
preferences of ethnically diverse peoples and can lead to oppression of  their wants. 
According to the U.S. Census the ethnic diversity in the United States is expected to 
increase within the next 30 years, becoming a “majority-minority” country for the first 
time in 2043.56 With these demographic changes approaching, we as a nation need to be 
sure that providers are properly consenting patients while still respecting religious and 
ethnic preferences. A balance between meeting legal requirements and meeting patient 
needs must be found and implemented. 
 
Modalities of improvement  
While a sufficient amount of research has been done on the comprehension and barriers 
of informed consent more recent focus has been spent on interventions to improve the 
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informed consent discussion. The existing research thus far has found that incorporating 
modalities other than just the standard consent form has improved patient understanding. 
One study of 552 surgery patients revealed that 286 patients (54%) admitted to not 
reading the informed consent form at all before signing while 236 patients (45.2%) did 
(p=0.032).49 While responsibility lies in the hands of the patient by signing, some of that 
blame can be directed towards the provider for not obtaining adequate consent.  In order 
for informed consent to be legitimate the patient must have a functional understanding of 
all aspects of the process.  
Studies thus far have shown that patient-centered interventions aimed toward 
patient education and autonomy during conversations of consent have been found 
effective in improving overall comprehension of which the patient is giving consent.5,59–61 
The considerable potential interventions include the use of multimedia tools, extended 
provider-patient dialogue, and enhanced consent forms. The method of “repeat-back” 
seems to be one of the more successful extended discussion interventions. The process 
entails patients verbally repeating back to the provider, in their own words, the procedure 
and risks until they have successfully explained all aspects of the process.60 A study 
including 575 patients conducted in seven VA Health Administration Medical Centers 
implemented a repeat-back (RB) module following informed consent which 
demonstrated mean informed consent comprehension scores significantly higher in the 
RB group at 71.4% vs. those in the non-RB group at 68.2% with a p-value of 0.03.59 A 
significant time increase was noted, demonstrated by a p-value of less than 0.0001, the 
implementation of this RB module added a total of 2.6 minutes to the informed consent 
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conversation.59 Although the length of conversation was increased, the reiteration of 
information to patients increases exposure to that information and allows for more 
opportunities to process the information.  
Kondziolka et al.62 studied  informed consent comprehension in 120 neurosurgery 
patients first by implementing a provider checklist in which each element is checked off 
as it is discussed with the patient followed by a patient recall questionnaire in which each 
element of the checklist was then questioned. One hundred percent of patients were able 
to recall their diagnosis and planned neurologic procedure, 98.1% or 420 of 428 
discussed alternative treatments were correctly recalled, and of the 1207 risks discussed 
with patients, 1176 (97.4%) were correctly recalled. Further, a later evaluation (average 
4.5 months post-procedure) of recall was performed on twenty randomly selected patients 
not at risk for cognitive changes due to the procedure. The later evaluation showed that 
100% of the diagnosis and procedure, 73 out of 79 (92.4%) of discussed alternatives, and 
199 out of 217 (91.7%) risks were recalled by patients. Although recall rates both 
immediate and delayed were above ninety percent, a p-value of 0.007 for alternatives and 
a p-value less than 0.0001 for risks demonstrates a significant decline of recall overtime. 
So, even though this intervention had recall rates above 90%, there is still room for 
improvement for sustaining long term recall.  
In a study of 50 patients undergoing a percutaneous lung biopsy it was 
demonstrated with a p-value of 0.005 that patient recall was significantly better in the 
modified consent group than the standard group.60 The modified consent entailed the 
physician explaining four potential risks and having patients repeat-back the risks until all 
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four were correctly identified. If a risk was failed to be recalled by a patient, the 
physician would explain the risk again until they were all identified.60 This method was 
performed to ensure complete patient understanding. Comprehension was determined by 
number of risks recalled. Low recall was considered zero to one risk remembered, 
intermediate recall was two recalled risks, and high recall was three to four recalled risks. 
Patients that received standard consent had a low recall level of 44%, an intermediate 
recall rate of 42%, and a 14% high recall rate where as the modified consent group had a 
13% low recall, 31% intermediate recall rate, and 56% high recall rate, with significant 
levels of recall difference between groups demonstrated by a p-value of 0.005.60 The 
repeat-back method in this study showed significant increase in patient recall which 
translates into increased patient understanding of the procedure in which they are about to 
undergo. More, the additional time added to implement the modification was less than 
five minutes to the informed consent discussion in all cases. A limitation of this study 
was that several participants were excluded because protocol was not completely 
followed. But, there was no significant difference in rate of exclusion between patient 
groups and although the sample population size was small, a significant difference in 
comprehension was present between each group.60 
  In the studies conducted, patient recall has been found to be significantly better in 
the repeat-back groups when compared to controls, with the intervention only requiring 
an addition of 2.5-5 minutes to the consent conversation.59,60 In an ED where time is 
critical, this short addition of time can mean the difference between just a signature and 
actual understanding. However, few large-scale studies on the implementation of 
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interventions to improve comprehension during the informed consent process have been 
performed.  
Another intervention that has proved effective is interactive multimedia 
presentations (IMP).4,5,61 These interventions include multimedia presentations with the 
procedure information along with quiz questions that must be answered correctly in order 
to proceed. A study including 40 prostatectomy patients implemented IMP intervention to 
half of the patients and found that it improved patient understanding more so than a 
standard consent (p<0.001).61   The standard consent group mean score was 57 (64%) 
whereas the IMP group mean score was 78 (81%). The IMP intervention included 51 
slides, 29 of which were introduction, conclusion, goals of the surgery, basic steps of the 
procedure, and possible complications with the remaining 22 slides including interactive 
questions regarding the preceding information.61 As mentioned above, questions had to 
be answered correctly in order to proceed. If a question was answered incorrectly the 
relevant information was displayed for review and then the same question asked again. 
The standard consent group was ‘crossed over’, meaning after initial assessment with 
standard consent they then participated in the IMP. The standard consent group scores 
improved by 11% after IMP participation compared to testing before IMP participation, 
which was significant with a p-value less than 0.001.61 A major advantage of this method 
is that the  information individual patients struggle to comprehend the most can be 
reviewed multiple times to ensure understanding before proceeding. Additionally, the 
IMP guarantees standardization, consistency, and documentation of the content of 
information delivered during the informed consent conversation. This allows providers to 
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shift their attention to answering more specific questions that patients have generated 
about the procedure from participating in the IMP. Another advantage of this method is 
the ability to record individualized patient responses which allow providers to identify 
areas of concern that may need a more in depth explanation or clarification61. Therefore, 
providers can directly address the gaps in communication and make attempts to more 
clearly explain those areas in the future.  
A study in Germany developed an IMP for the informed consent process of 
patients undergoing gastric banding. The presentation contained power-point slides, 
animations, videos, and evidence-based information including preoperative testing, the 
operation itself, risks, alternatives, and the pathophysiology/health risks of obesity.63 The 
study included two groups of twenty patients, in group 1 consent was obtained using the 
conventional informed consent documentation, in group 2 consent was obtained with 
additional IMP. Patient understanding was measured with a questionnaire using a Visual 
Analog Scale grading 0-7 in both study groups. Eggers et al. found that group 2 
demonstrated, with a p-value of less than 0.05, significantly better understanding of all 
aspects of the information (table 2) and higher levels of satisfaction with the informed 
consent process.63 Overall, the addition of an IMP yielded significantly higher 
understanding of the information in the informed consent discussion when compared to 
the standard consent.  
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Table 2. Frequency of Patients with high-graded level of “Understanding of 
Information” adopted from Eggers et al.63 
High-graded level of Understanding of 
the Information about 
Patient with 
standard 
informed 
consent 
(n=20) % 
Patient with 
IMP 
informed 
consent 
(n=20) % 
p trend 
Disease 44 75 0.0058 
Therapeutic Opportunities 33 100 0.0003 
Kind of surgical procedure 40 85 0.0003 
Risks of therapeutic procedure 53 95 0.0009 
Problems postoperatively 50 90 0.0007 
Long term course 40 75 0.0009 
 
 Unlike the previously mentioned IMP intervention studies using PowerPoint 
slideshows with embedded videos, a prospective, randomized study including 56 cardiac 
or endoscopic procedure patients demonstrated significant increase in patient 
understanding with an IMP intervention using two dimensional pictures, rather than 
video, to help explain medical facts. The collection of pictures was part of a computer-
based browser and the body system in which the procedure entailed was shown.  By 
pointing over a specific item, a short explanation was displayed including indications, 
possible complications, and details of the procedure.  The patients that participated in the 
“visualization” (intervention) group were found to have statistically significant higher 
knowledge scores (p<0.006) and satisfaction (p<0.001) following the informed consent 
conversation compared to those in the standard consent group.64 A post-discussion 
multiple choice questionnaire with a maximum score of ten was used to measure 
comprehension. Those participants in the visualization group reached an average of 2.2 
points higher on the questionnaire than those of the control group (table 3). Also, the 
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length of time needed for the informed consent conversation was slightly longer the in 
intervention group than the control group at 25 minutes vs. 23 minutes respectively. But, 
this difference was not statistically significant with a p-value of 0.441. Therefore, this 
intervention improved patient comprehension of the impending procedure while not 
significantly increasing the length of conversation.  
Table 3. Knowledge scores of Patients following Informed Consent discussion 
adopted from Enzenhofer et al.64 
Variable Visualization Group 
Mean (n=28) 
Control Group 
Mean (n=28) 
p value 
Post-discussion 
comprehension 
questionnaire score 
7.21 (6.5-7.9) 5.04 (3.3-6.2) 0.006 
 
Finally, additional information such as pamphlets or easy-read information has 
proved successful in improving patient comprehension of informed consent. It has been 
noted that if consent forms are written between a fourth to sixth grade level and the 
design of the consent process is altered to educate to a specific goal of understanding, 
then comprehension of the material may be enhanced.51,54  A cross-sectional study 
conducted by Paasche-Orlow et al. examined 114 medical school websites for the 
readability of sample informed consent text. The average grade level readability of 
sample texts was 10.6 (95% CI, 10.3-10.8) using a Flesh-Kincaid Scale. Of the sixty-one 
schools that had specific grade-level readability standards, only 8% (95% CI, 3-18%) met 
their own standards with the mean scores for readability significantly exceeding the 
specified standard by 2.8 grade levels (p<0.001).  This study shows that even with set 
readability standards, many times the documents are more complex than desired. Also, 
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the mean grade level of readability of informed consent texts was well above a fourth-
sixth grade level.  
Sudore et al. found that using a modified informed consent process with a ‘teach-
to-goal’ strategy, 98% of participants achieved complete comprehension.54 The ‘teach-to-
goal’ strategy entailed participants answering questions regarding the informed consent 
discussion correctly. If they did not answer correctly, the sections of the consent form 
corresponding to the incorrect answer were re-read to the patient, and the question was 
repeated. This process continued until questions were answered correctly or ‘number of 
passes’ was maxed out.  Among the 204 total participants 57 (28%) answered all 
questions correctly requiring only one pass, 106 (52%) required two passes, and 41 
(20%) required three of more passes.54 Therefore, whether it be reading the information 
to the patient or simplifying the form itself, improvement of comprehension can be 
achieved through enhancement of the consent document. Key concepts should be 
conveyed as simple and direct. Important documents for patients need to be written in a 
clear, honest manner in order for patients to fully understand and consent. Adequate 
obtainment of informed consent can be achieved with these patient-centered 
improvements.  
 This review of the literature has investigated the significance of informed consent 
in the medical system and the barriers to efficiently obtaining consent, especially in the 
emergency department. Informed consent is a patient right that has been fought for, 
standardized, and implemented all within the last century. The law maintains that failure 
to uphold the set standards of informed consent can and will result in legal action. 
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Unfortunately, too often in medical practice today is the informed consent right 
disregarded. Whether it be intentional or by omission the current obtainment of consent is 
regularly questionable and many times lacking in its entirety. 
Several barriers to obtaining effective consent have been explained. These 
barriers to the conversation are the root of patient miscomprehension of the informed 
consent process. If a patient does not understand what procedure they are consenting to 
then, by law, it is not consent. The combination of the obstacles described and the 
extensive legality of informed consent makes obtaining authentic informed consent an 
extremely difficult task. Though this task is difficult it is required and it has become 
somewhat routine in nature. Some studies, as aforementioned, have revealed ways in 
which to improve the patient comprehension of the informed consent conversation. In the 
limited studies that have focused on enhancement of the informed consent process, the 
most commonly used measurement of understanding within these studies has been post-
intervention questionnaires/quizzes. Although these studies have showed some promise 
in improving the informed consent conversation, no large scale study has been 
implemented in order to impose a new patient-centered method as a standard for 
obtaining informed consent. 	  
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METHODS  
Study design 
This will be a randomized clinical study performed in the Boston Medical Center 
Emergency Department to assess if the addition of a Paracentesis informed consent 
assistive video and checklist intervention will improve patient understanding of the 
informed consent discussion. 
 
Study population and sampling 
Boston Medical Center is the largest and most trafficked emergency and trauma center in 
the New England region. The BMC ED serves 130,000 patients annually.65 Our sample 
will include 200 total patients requiring paracentesis in the Boston Medical Center 
Emergency Department. The patients eligible for the study will be those that are 
considered emergency-severity-index (ESI) level 3 or 4 (see appendix II). Sample groups 
will include a 100 patient control group consented following standard of care informed 
consent and 100 patients for our paracentesis informed consent video/checklist 
intervention group randomized  Our aim is to improve post-intervention group informed 
consent understanding by 30%. An appropriate sample size of 200 participants to achieve 
an alpha value of 0.05 and a power of 80% with an effect size of 0.4 was generated using 
an online t-test calculator.66 
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Table 4. Inclusion and Exclusion Criteria  
Inclusion Exclusion 
-ESI 3, ESI 4 patients with indicated 
paracentesis as recommended treatment 
 
 
 
-Trauma patients 
-ESI 1, ESI 2, ESI 5 patients  
-Neonates + pediatric patients  
-Direct admission  
 
Intervention 
The intervention performed in this study will be the initiation of a paracentesis informed 
consent video and a consent checklist (see appendix III).  In a moderately acute ER 
patient population, the use of video guided informed consent will be used with the goal to 
improve patient understanding of therapeutic/diagnostic indications and risk of 
paracentesis.  
 The paracentesis informed consent video will be filmed specifically for the 
purpose of this study. There will be a dedicated tablet for patients to view the video on 
that can be watched easily in their exam room.  The video will be a total of eight minutes 
in length. The video will begin with a brief, two-minute narrative of the ‘History of 
Paracentesis’ section including: when it was first used, the person(s) responsible for its 
conception, and its indications. Following the history will be the ‘Steps of Procedure’ 
section. This section will be a total of four minutes. It will first illustrate each major tool 
used during the procedure and describe the purpose of each tool. Then, each step of the 
procedure will be explained and a simulation of each step of a paracentesis will be 
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displayed. After describing and displaying a simulation of the procedure, the two-minute 
section ‘Risks, Benefits, and Alternatives’ will describe major risks, benefits, and 
alternatives of the procedure; each will be displayed in a list on the screen. All aspects of 
the video will be accompanied by an English spoken narrative integrated in the video. All 
written contents of the video will be in English.  
The desired sample size of 200 patients will be separated evenly into two groups. 
Fifty percent of the sample size will make up the pre-intervention (control) group 
(n=100) and the other 50% will make up the intervention group (n=100).  
 
Phase I (pre-intervention) 
The initial 100 recruited paracentesis patient volunteers in the ED will make up the pre-
intervention (control) group. Those patients will receive the standard hospital consent 
form and explanation for paracentesis with no other intervention by the provider. After 
treatment and before discharge from the ED, patients will complete a post-discussion 
questionnaire (see appendix IV) administered by a participating provider other than the 
provider that performed the initial informed consent discussion. This will allow 
researchers to collect and record data on patient comprehension of the informed consent 
discussion.  
 
Phase II- Intervention 
Following the completion of Phase I all ED attending physicians and residents will be 
required to attend a 1-hour training session. The session will review the informed consent 
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video, its contents, how to incorporate and discuss all aspects on the consent checklist 
appropriately, and how to correctly score the post-discussion questionnaire. This training 
session will be instructed by the primary investigator.  
After successful completion of the training session ED providers will then 
implement the paracentesis informed consent video and checklist for the 100 patient 
intervention group. Intervention patients will watch the video explained above. Providers 
will follow up the video with the consent checklist, checking off all topics as they are 
discussed with and repeated-back by the patient. The patient and provider will then sign 
the consent checklist to ensure completion. Following treatment and before discharge the 
intervention group patients will also complete the post-discussion questionnaire, in order 
for to researchers to quantify comprehension of the informed consent discussion.  
 
Secondary Endpoint 
Length of discussion for both non-intervention and intervention group will be recorded. 
The start time will be noted as when the informed consent conversation is initiated and 
stop time will be noted as when the patient is signing the consent document. This will 
allow us to determine any additional time added by the intervention.  
Study variables and measures 
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Table 5. Study Variables and Measures 
Study Variables Measurement 
Patient comprehension of informed 
consent conversation 
Post-discussion Survey Score based on:  
• Procedure 
• Diagnosis/Indication  
• Risks 
• Benefits 
• Alternatives 
Length of discussion Documentation of start and stop time 
 
Recruitment 
Clinician participants will be recruited on a volunteer basis. This group of providers will 
include attending physicians and residents in the BMC emergency department.  They will 
be responsible for attending a one-hour video/checklist intervention training course, 
implementing the post-discussion quiz, video/checklist intervention, and length of 
discussion documentation. All provider participants will perform the consent discussions 
on both the control and intervention groups. All ESI 3 and ESI 4 patients in the main 
BMC ED in which paracentesis is indicated as treatment are eligible to participate. 
Patients will be approached by ED clinicians participants and asked to participate in the 
study if interested.  Participation for patients is also voluntary. We aim to develop an 
informed consent process that improves patient understanding in the entirety of the 
treatment process while not significantly increasing average ED length of stay.  
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Data collection 
Data collection will begin with the pre-intervention group. The initial one hundred 
patients needing paracentesis in the BMC emergency department, that meet the ESI 3 and 
4 inclusion criteria and agreed to participate will be consented for paracentesis following 
BMC standard of care informed consent discussion. Following treatment and before 
discharge the provider will first complete the post-discussion questionnaire. Provider 
answers will serve as the ‘answer key’ to compare patient answers to. The patients will 
then complete a post-discussion questionnaire. The questionnaire will be administered by 
a participating provider other than the provider who performed the initial informed 
consent discussion. The questionnaire will contain questions focused on procedure type, 
indications, risks, benefits, and alternatives. The provider will ask the patient a question 
such as: “Do you recall bleeding being a potential risk of the procedure?”. If the patient 
answer is the same as the provider response, that is considered a correct answer. This will 
allow the researchers to quantify patient understanding of all aspects of the procedure pre 
intervention. The scores of each individual quiz will be manually transferred to an 
electronic spreadsheet (See appendix V for scoring).. We estimate it will take about 2 
months to reach 100 paracentesis patient volunteers for the control group. The timeline is 
based on patient volume requiring paraentesis. This pre-intervention sample size goal 
should be easily attained considering the ED sees average volumes of over 10,000 
patients monthly. All data from the 100 pre-intervention patients will be recorded before 
patients for the intervention group are recruited.  
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 Implementation of the video and checklist intervention will begin once all data 
from the pre-intervention group has been recorded. Data from the 100 patient 
intervention group will be collected in a similar manner as the control group. Patients will 
complete the same post-discussion questionnaire administered by a provider following 
treatment and before discharge, only this group having been exposed to the video and 
checklist intervention instead of standard consent. Also, instead of provider answers 
serving as the answer key, the checked-off informed consent checklist contents will serve 
as the answer key for the intervention group post-discussion questionnaire. Again, the 
score from each individual patient will be recorded and manually transferred to an 
electronic spreadsheet.  
 Length of discussion data will simply be a written record documented by clinician 
participants in both the control and intervention groups. The time, in minutes, from start 
to finish will be manually transferred to an electronic spreadsheet separated by each 
individual patient and into pre- and post-intervention groups.  
 
Study and Analysis  
Data from the control and intervention groups post-discussion quiz scores will be 
compared using the two sample t-Test to assess patients understanding of the informed 
consent discussion for paracentesis both prior to and following patient-centered 
video/recall intervention. We will also compare the non-intervention and intervention 
group length of consent discussion using a two sample t-Test in order to determine if a 
significant increase in length of ED stay is present with intervention. Also, each 
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individual subcategory of the post-discussion survey can be compared pre- and post-
intervention in order to determine specific content of the informed consent conversation 
that is comprehensively troublesome for patients.  
 
Timeline and resources 
Table 6. Timeline and Resources 
 Intervention Timeline Resources 
 
 
 
 
 
Phase I 
Recruitment of BMC 
ED attending 
physicians and 
residents	
1 week  -Primary investigator 	
Implementation of 
control group post-
discussion 
questionnaire 
2 months 
(patient volume 
dependent) 
Human resources: 
• 100 ESI 3,4 
paracentesis 
patients 
• BMC ED 
providers 
Materials: 
• Post-discussion 
questionnaire 
 
 
 
 
 
 
 
 
 
 
 
 
Phase II 
Paracentesis video/ 
checklist intervention 
teaching for 
providers  
 
 
1 hour  
 
 
Human resources: 
• Primary 
investigator  
• BMC ED 
providers 
Materials: 
• BUSM 
classroom 
• Paracentesis 
video 
• Informed 
Consent 
Checklist 
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 Intervention Timeline Resources 
Implementation of 
video, checklist, and 
post-discussion 
survey to intervention 
group 
2 months 
(patient volume 
dependent) 
Human resources: 
• 100 ESI 3,4 
paracentesis 
patients 
• BMC ED 
providers 
Materials: 
• Paracentesis 
video 
• Informed 
consent checklist 
• Post-discussion 
questionnaire 
 Analyze  1 week  Human resources: 
• Primary QI 
investigator  
Materials: 
• Microsoft Excel 
for t-Test 
calculations 
 
Institutional Review Board 
 This study protocol will be submitted to the Boston University Medical Campus 
Institutional Review Board for expedited review. The study will be considered minimal 
risk to patients from the informed consent video intervention and checklist 
implementation, no exposure of personal health information, and no procedural 
involvement. A full IRB protocol will be submitted if the IRB does not agree to approve 
expedited status.    	  
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CONCLUSION 
Discussion 
This proposed experimental study has the potential to improve the informed consent 
discussion in the emergency department.  While a promising intervention, the study has 
several limitations that need be considered. First, and most importantly the success of this 
study is weighed heavily on clinician participation and proper implementation of the 
interventions. Therefore, the biggest limitation would be lack of participation by said 
physicians and residents by improperly implementing the consent video and checklist or 
not implementing them at all. In addition, the primary language of the informed consent 
paracentesis video is English. This represents a limitation to understanding for patients 
that do not understand/speak English. Another limitation that exists is reaching the 
desired sample size of patients within the estimated timeframe. The number of patients 
meeting inclusion criteria can vary based on patient volume and presenting complaint, 
lack of participants for the sample can skew results and significance. Implementation of a 
new intervention in the emergency department without disruption of the milieu represents 
another limitation. The ED is a transient and hectic environment and the implementation 
of a new intervention can pose as a throughput interruption risk as well.   
 Though this study has weaknesses it also has recognizable strengths. The 
intervention of both a video and a check-list add both visualization of procedure and 
repeat-back modalities of information for patients. This will help to ensure patient 
understanding and full exposure to all aspects of information. Also, the patient population 
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of Boston Medical Center is highly diverse. Being that the sample size is from the BMC 
ED patient population this aids in making the results generalizable.  
 
Summary 
By law, informed consent must be granted by patients in order for any invasive or high 
risk procedure to be performed by a provider. Emergency Departments are known for 
their high patient volume and turnover. Treatment of patients that come through the ED 
must be timely and accurate in order to ensure suitable patient care and maintain 
consistent throughput of patients. While turnover is extremely important in the quick 
paced environment of the ED, respecting patient autonomy and patient rights is even 
more important in this setting. The informed consent discussion in the ED is habitually 
lacking. Too often communication between provider and patient is ineffective.  The 
standard of care informed consent discussion many times is poorly understood by 
patients, poorly presented by providers, or both; putting both patients and providers at 
risk.  
 Studies have shown that the implementation of patient centered modalities such as 
multimedia presentations, repeat-back, and easy-read forms have improved patient 
understanding. This study was established to implement some of the said patient centered 
modalities in order to improve the informed consent process. This proposed study 
includes both informed consent video and a checklist with patient repeat-back in hopes to 
improve patient comprehension of the information provided in the informed consent 
discussion. Ultimately, this study can standardize a new informed consent process 
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focused on patient comprehension that can ensure the respect of patient autonomy and 
allow providers to obtain authentic informed consent.  
 
Clinical and/or public health significance 
Emergency Department healthcare providers have the responsibility of obtaining 
informed consent from patients on a daily basis. Improving patient understanding and 
comprehension during the informed consent conversation in the ED will ensure patient 
autonomy in their healthcare and avoid ill-advised or undesired consent. In addition, the 
teaching modality used within the study serves as ‘patient-centered’ for all health literacy 
levels to avoid gaps in knowledge or communication.  This study will benefit the public 
by providing patients, especially vulnerable ED patients, the opportunity of a more 
complete understanding of all aspects of a procedure in order to make a fully informed 
decision of consent.  
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APPENDIX I 
Aspects of Informed Consent Needing Increased Educational Attention  	
Informed Consent Issues Needing Further Educational Attention 
Obtaining informed consent (or refusal) from:  
• Patients with compromised decisional capacity  
• Surrogate decision-makers 
• Non-English speaking patients  
• Patients who decline recommended treatment 
• Patients capable of making decisions 
Evaluating alternatives to recommended treatments  
Determining when to withhold information 
Determining how much medical information to disclose 
Adapted from Weiss et al.  
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APPENDIX II  
Level Classification 
ESI 1 Severely unstable patient, requires immediate 
attention from physician, most often require an 
intervention to be stabilized  
ESI 2 Potentially unstable patient, requires attention 
from physician within 10 minutes, most often 
require laboratory studies, medication, imaging, 
and admission. 
ESI 3 Stable patient, should be seen urgently by a 
physician, often require laboratory studies, 
medication, imaging,  and are usually 
discharged. 
ESI 4 Stable patient, can be seen nonurgently by a 
physician or midlevel, requires minimal testing 
or procedure, expected discharge. 
ESI 5 Stable patient, can be seen nonurgently by a 
physician or midlevel, requires no testing, 
procedure, or imaging, expected to be 
discharged.  
Adapted from ESI Triage Research Team67, LLC and ECRI, ISMP under Pensylvannia 
Patient Safety Authority68 		  
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APPENDIX III 
Paracentesis Informed Consent Checklist 
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APPENDIX IV 
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APPENDIX V 
Scoring for Post-Discussion Quiz 
Control group Scoring: 
• The attending physician or resident who performed the informed consent will first 
answer the post-discussion questionnaire.  
• All questions that have varying answers dependent on the presenting patient 
(questions #1, #2, #4, #5) will first be answered by the provider to serve as the 
‘answer key’.  
o The provider answer will serve as the correct answer in order to score the 
patient answer 
• Question #3 ‘potential risks’ does not need a provider answer key because all are 
potential risks of the procedure regardless of the diagnosis.  
• The final score will be a percentage: the number correct answers out of the total 
number of possible correct answers.  
Intervention group scoring: 
• The contents that are checked off on the informed consent checklist will be 
transferred to the questionnaire under the ‘provider response’ section. 
• All questions that have varying answers dependent on the presenting patient 
(questions #1, #2, #4, #5) will be compared to the checklist responses.  
o The checklist contents that are checked-off will serve as the correct answer 
in order to score the patient answer 
• Question #3 ‘potential risks’ does not need a checklist answer key because all are 
potential risks of the procedure regardless of the diagnosis.  
• The final score will be a percentage: the number correct answers out of the total 
number of possible correct answers.  
 
Question Value 
Question #1  1 point  
Question #2 1 point  
Question #3 1 point each risk 
Question #4  1 point each benefit 
Question #5 1 point each alternative 
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